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Remaiks 

(Maims 1 -25 are peucling \\\ the subject application. By ihis amendmcnl, Ihe applicants have 
amoidccl claims 1,?., 10~]2, 14, and 20, have canceled claims 7, 9, 13, 15-19, and 21-25, and have 
added new ciai nis 26-29. No new subject matter has been added by this ajiicndnieiit. Support for the 
amendments to the claims can be found in the subject application incUiding, at pages 1, 5, 8, 7, 10 
and I'igurc 1 . Accordingly, claims 1-6, 8, 10-12, 14, 20, and 26-29 are now before the Examiner for 
consideration. 

1 he amendments set forth herein should not be inteipreted to indicate that the applicants have 
agreed with, or nctjuiesccd to, the rejections set forth in the outstanding Office Action. Favorable 
considccalion of the claims now presented, in view of the remarks and amendment set forth herein, is 
camcsdy solicited. 

As a n initial matter, the applicants have amended tlie subject spcci lication to have tlic "Cross- 
Reference to Related Application" section inserted as the first senlcnce(s) of the specification. 

Claijns I -25 have been provisionally rejected on the ground of nonstatutoiy obviousness-type 
double iKifciiliii|.^ as being unpatentable over claims 6, 8, 9, 13-16, 21-23, and 25 of copcmling 
Application No. 10/731,528, now U.S. PalentNo. 7,186,707. The applicants respectfully traverse 
tlic [grounds for this rejection. As noted in the OlTice Action, "the conflicting claims are not 
identical. ...[and I the copending Application is limited to treating ophthalmic disorders." The 
applicants rcsjicctlnlly submit that the subject application is directed to the use of steroidal quinols 
for estrogen replacement therapy. U.S. Patent No. 7,186,707 docs not teach or suggest the 
aiipUcanls' claimed invention. Accordingly, reconsideration and withdrawal of the rejection is 
resixx;t(iilly rct|ucsted. 

Claims 2-6 and 9, 1 8 and 19, and 24 and 25 have been provisionally objected to under 37 
C.VM. §1 .75 as being subslantial duplicates of claims 1, 14, and 20, respectively. The applicants 
res^KJCtfully submit that claims 2-6 atid 9, 1 8 and 19, and 24 and 25 are not substantial duplicates of 
clainjs 1,14, and 20. However, as noted above, the objection of claims 2-6, 9, 1 8, 1 9, 24, and 25 is 
moot in view of the amendments or cancellation of these claims. Accordingly, reconsideration and 
withdrawal of this objection un<lcr 37 CFR 1.75 is respectfully requested. 

PACE 11/16 * RCVD AT 4/3/2007 9:01:59 AM (Eastern Daylight TImeJ* SVR:USPTO-EFXRF-5/3 * DNIS:2738300 * CSID:3523725800 * DURATION (mm-ss):06-30 



APR-03-07 TUE 09:09 AN * SALIWANCHIK LLOYD FAX NO. 3523725800 P. 12 



10 Docket No. UI-300XC2 > 

Serial No. 10/666,191 

Claims 1-6 and 8-12 have been rejected under 35 U.S»C. §1 12^ first paragraph ns faiUngto 
comply with the cn^tbleracnt requiietncnt. The applicants respeclfiiUy traverse this grounds for 
rejection becnuse a person skilled in this art could readily practice the full scope of the invention 
without undue cxperiniCiUalion. It is well established in the Patent Law that the mere breadth of a 
claim docs not necessarily render the claim unpatentable for lack of enablement. In the cuirent case, 
the applicant respectfully submits that chemists, biochemists, and phannaccutical chemists, for 
whom this invention is intended, arc highly skilled and could readily, and without undue 
cNpcrimcnlalion, pi actice the claimed invention. This is all that is required to satisfy the enablement 
requirement. 

As noted above, tlio applicants liavc canceled claim 9, thereby rendering moot the rejection of 
this cinim. fn addil ion, claims 10-12 have been amended to remove any reference to the preventative 
treatment of conditions. Claim t (from which claims 2-6, 8, and 10-12 depend) has now been 
amcjjded to include the quinol ofclaim 13 (now canceled). Since claim 1 3 was not included in this 
rejection, it is rcspcci fnlly submitted that the rejection of any of the currently presented claims is now 
rendered moot. Accordingly, reconsideration and withdrawal of the rejection under 35 I J.S.C. § 1 1 2, 
first p.nrngrfij)b, is respectfully requested. 

Claims 1-6, 8-12, 18, 19, 24> and 25 Imve been rejected under 35 IJ.S.C. §112, second 
paragraph, as being indelinitc. In order to expedite prosecution, claim 2 has been amended to 
incliKle an identifying structure that correlates to the quinol (of claim 13) presented in claim 1.- 
C-lairns 10-12 have been amended to clarify the specific conditions associated with menopause, bone 
or heart disease lliat can be treated using the steroidal quinols as provided in the specification. 
Claims 9, 1 8, 1 9, 24, and 25 lia vc been canceled, thus rendering the rejection of those claims moot. 
In addition, as noted above, claim 1 has been amended to incorporate the limitations ofclaim 13, 
which was not included in this rejection, tluis rendering moot the rejection of claims 1-6 and 8-12. 
Accordingly, reconsideration and withdrawal of the rejection under 35 U.S.C. §112, second 
paragraph is respectfully requested. 

CIniins 1 -9 have been rejected under 35 U.S.C. §102(b) as being anticipated by Jin #1 (U.S. 
Patent No. 2,910,486). 1 he applicants respectfully traverse this grounds of rejection because the Jiu 
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l! \ rcfca rK C docs not teach or even suggest the currently claimed process of using steroidal quiuoLs 
for estrogen replacement therapy. 

CU\m 7 lu^s boon canceled, thereby rendering moot the rejection of this claim. In addition, 
the ajjplicanls have Jiovv jinicndcd claim 1 (from which claims 2-6, 8, and 10-12 depend) to inchidc 
the liniitatioiis of claim 13 (now canceled). Since claim 13 was not included in the anticipation 
rcjcclion, it is respectfully submitted that this rejection is now rendered moot. Accordingly, 
reconsideration and withdrawal of this rejection is respectfully requested. 

Claims 14, 1 5, and 1 7-25 have been rejected under 35 U.S.C. §1 02(b) as being anticipated by 
Numa?Aiwa et (tL I he applicants resjKclfully traverse this grounds of rejection because the 
Numnzawa et aL reference fails to teach or even suggest the currently claimed quinols and 
pharnjaceulical coniposi lions derived thereof. 

As an initial matter, claims 1 5, 1 7-19, and 2 1 -25 have been canceled^ thereby rendering moot 
the rejection of those claims. Claims 14 and 20 have been amended herein to describe quinols 
•liavrng the following structure: 




wherein X, Y, and Z are hydrogen and R is alkyl. Numazawa ei aL describe various l9-nor steroids 
and inlcrincdiate compounds used to produce the new steroids. None of the compoimds disclosed by 
Ntimazawa et ah inchidc those recited in claims 14 and 20. 

It is basic premise of patent law that, in order to anlicipatc, a single prior art reference must 
disclose within its lour corners, ea ch and every element of the claimed invention . In Undermuin v. 
American Hoist ami Derrick Co,, 221 USPQ 481 (t^ed. Cir. 1984), the court slated: 

Anticipation requires the presence in a single prior ail reference, disclosure of 
each aiul every elcaient of th e claimed invention, arranged as in the claim . Connelf v. 
Sears Roebuck and Co,, 722 F.2d 1542, 220 USPQ 193 (Fed. Cir. 1983); SSIIf 
ru{wp.S.A. V. aS77(:;718F.2d365,216USPQ678(Fei:i:Cir.l983). Indecidingthe 
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issue of anlicipaiio]!, ihc [examiner] must identify the elements of the claims, 
dclennine their meaning in light of the specification and prosecution history, and 
idenlify corresponding elements disclosed in the allegedly anticipating reference. 
SS/a supra; Kalman [v. Kmberly-Chrke, 713 F.2d 760, 218 USPQ 781 (Fed. Cir, 
1983)1 (emphasis added). 22] USFQ at 485. 

la Ihmy V. Almy Chem. Co. v. Mimex Co. , Judge learned Hand wrote: 

No doctrine of the patent law is l>etter established than that a prior patent ... to 
be an fniticipation must bear within its four corners adequate directions for the 
practice [of the subsequent invention] . . . if the earlier disclosure offers no more 
than a starting point ... if it does not inform the art without more how to prjictice 
the new inveniion, it lias not correspondingly enriched the store of common 
knowledge, and it is not an anticipation. 124 F.2d 986, 990; 52 USPQ 1 38 (2nd 
Cir. 1942). 

As noted above, the Numa/awa e( al reference does not disclose the quinols now presented 
in claims 14 and 20. Thus, under the applicable statutory and case law, the Numazawa et ai 
reference does not anticipate the current claims, Therefore, reconsideration and withdrawal oJHhc 
rejection under 35 USC § 102(b) is respectfully requested. 

Claims 14, 20, and 23-35 have been rejected under 35 U.S.C. § 102(b) as being anticipated by 
Ohe ct ul. rlie applicants respectfully traverse this grounds of rejection because the Ohe e( al. 
refcJcnce fails to teach or cvcii suggest the currently claimed quinols ajid plwmaceutical 
compositions derived thereof 

As Oi) initial matter, claims 23-25 have been canceled, thereby reiidering moot the rejection of 
those claims, hi addition, claints 14 and 20 have been amended herein to describe quinols having the 
following structure: 




.{;\u!r^O0xcAUF"3OOXC2-r.nJCnd.clLxM:>NB/la 
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whcicin X, Y, and V. arc liychogcn and R is alkyL As indicated in the Office Action, Ohe et al. only 
leochcs' lOpj VP'diliydroxy-l ,4-cstradicne-3-one and elhy] acetate solution thereof. As discussed 
nb<)vc, for proper rojcclion under 35 USC §102, a single prior art reference must, within its four 
cornet s, disclose each and every clement of the claimed invention. Ohc ct aL fail lo describe or 
suggest the sicroidal quinols recited in claims 14 and 20. Accordingly, reconsideration aiid 
withdrawal of the rejections under 35 USC §102 is respectfiiUy requested. 

Claims 14 and 17-19 arc rejected under 35 U.S.C. §1 02(b) as being anticipated by Jiu iH 
(U.S. Patent No. 2,950»291). The applicants respectfully traverse this grounds of rejection because 
the Jiu//2 reference fails to teach or even suggest the currently claimed quinols and pharmaceutical 
com])osilions derived thereof. As noted above, claims 17-19 have been canceled and claim 14 has 
been amended herein to recite a quinol having the following formula: 



OR 




wherein X, Y, and Z are hydrogcnand R is alkyl. Tlie currently claimed quinols are not disclosed or 
suggested by Jiu//2. Aceordi ngly, reconsideration and withdrawal of the rejections under 3 5 U.S.C. 
§102 is respeclfuUy requested. 

t he applicants have also added new claims 26-27, which include the quinol set foilh in claim 
13. Also added arc new claims 28-29, which include a quinol as set forth in original claims 14 and 
20. Since tlie cited lefcreaccs do not teach the quinols recited in new claims 26-29, it is respectfully 
subrnitlcd that new claims 26-29 arc also not anticipated by Jiu//1, Numaziawa et ah^ Ohc et oL, or 
.liu//2. 

Claims 1-12 have been rejected under 35 U.S.C. §103(a) as being unpatentable over Jiu//K 
1 he i:ipj)licants respectful ly iravej se this rejection because the Jiu#I reference fails to teiich the use of 
their steroidal quiiiol in estrogen replacement therapy. 

J:\i>(UO(lxt;3Mn-3t»:<C2-aiiicr.d.tio<!a:>NlVla 
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As noted abovc> claim 7 has been canceled and claim 1 (from which claims 2-6, 8, ajid 10-12 
depend) hns bccii amended to include the limitations of claim 13 (now canceled). Since claim 13 
was not included in this rejection, it is respectfully submitted that therejeclionofthe claims under 35 
I j.S.C. § 1 03 are now rendered moot. Accordingly, reconsideration and witlidravval of this rejection 
is respectfully requested. 

Tn view of the foregoing remarks and amendments, the applicants believe that the currently 
pending claims arc in condition for allowance, and such action is respectfully requested, 

TJic Conimissioncr is hereby authorized to charge any fees under 37 C1*'R §§ 1 . 1 6 or 1 , 1 7 as 
required by (his pa].>er lo Deposit Account No. 19-0065. 

TJie applicants ulso invite Ihc Examiner to call the undersigned if clarification is nccclcd on 
any of this response, or if the n.xaniiner believes a telephone interview would expedite the 
prosccutioni of the subject application to completion. 



Respectfully submitted. 




Marg:3a*ot Yifron 
Patent Attorney 
Registration No. 47,545 
Phone: 352-375-8100 
Fax No.: 352-372-5800 
Address: P.O. Box 142950 



Gainesville, Florida 32614-2950 
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